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APPLlCATltJN FOR A VARIANCE mm Aperoved: QMB No. 09’0-00*5 

Food and Drug Administration 

Expirabon Date: December 31, 2006 
FRObJ 21 CFR lo~.Wc) FOR A 

LASER LIGHT SHOW, DISPLAY, 
See Page 4 for OMB Btatement. 

OR DEVICE 
IOTE: No laser light show, projection system, or device may vary from compliance with 21 CFR 1040.1 f(c) in design or use wtthout the approval Of this 

appllcatiin in accordance with 21 CFR 1010.4. 
INSTRUCTIONS 

1 Check all applicable boxes and type or print the 3. Mall your application to the Dockets Management Branch (HFA-305), Food and 
requested information. Drug Administration, Rm 1061,563O Fishers Lane, Rockville. MD 20852. 

2. Submil en originat and four (4) copies. 4. Enter docket number if asslgned. 
NAME OF COMPANY 
BLACK OAK CASINO 
ADDRESS OF COMPANY (fnchde ZIP Code)(tf P.O. Box is used, include 8Cild street address &so.) 
19400 TUOLUMNE ROAD NORTH “fos&ah(\fe & q53w 

8. NAME AND TITLE OF RESPONSIBLE PERSON - 4. TELEPHONE NO. (lmkfde area code) 5. DATE OF SUBMiSSlON 
JEREMY LAUGHLIN I NIGHT MANAGER (209) 928-9437 O?/Q6/2005 

i. THE APPLICANT REQUESTS THE VARIANCE TO BE IN EFFECT FOR A PERIOD OF YEARS FROM THE DATE OF ISSUE. (In 
gt?fl0mi, the Agency Wi// 8pptV”e 8 V8rienC8 for Only two years. /f a /Of?QW period is fI%JUSSted, 8]U$tiricettin must be 8ft@CtMd 8s perf Of the 8ppliC8tiOfl.) 

PRODUCT DESCRIPTION AND USE 
I: LlST NAME AND/OR MODEL NUMBER(S) FOR THE LASER LIGHT SHQW(S) AND PROJECTOR(S) 

Q-IOOG (FDA ACCESSION# 03AOO3500) 
). PRODUCT FOR WHICH A VARIANCE IS REQUESTED f. PRODUCT IS INTENDED TO BE USED AT ANY ONE LOCATION 

q A IaSsr display device •l More than 15 days 
q A projector for 8 laser light show 0 More than 5 but not more than 15 days 
q A laser light show q Less than 5 days 
0 Other (Specify g. TOUR IS INTENDED TO RUN FOR 

:. 0 PROJECTORS ARE INTENDED FOR SALE, LEASE, OR LOAN TO q More than 6 months 
OTHER LASER LIGHT SHOW PRODUCERS 0 I-6 months 

1. PRODUCT IS INTENDED FOR USE IN A 0 Less than one month 
q Planetarium or other dome projection structure q Not applicable (Not a tour) 
0 Theater 63 Other (Speclfyl 
q HoteUmotel ballroom or meeting room h. PRODUCT UTILIZES THE FOLLOWING LASER EFFECTS 
0 Store displays q Front screen projeotions 
q Trade show or convention q Rear screen proJectIons 
q Discotheque or night club q Holographic displays 
III Pavilion [31 Multiple refiectton/diffraction effects 
0 Indoor arena q Audience scanning (Also includes scanning any accessfble 
0 Outdoor arena uncontrolled areas) 
0 Museum q Reflectlons from stationary mirrors or mirrored 
q Outdoor unenclosed area surfaces (seem Matrices) 

[z1 Other (Specify BoMlng Center q Stationary irradiation of rotating mirror balls. etc. 
3. PRODUCT IS INTENDED TO BE USED q Scanning irradlatkm of rotating mirror bails, etc. 

@ At only one (Fixed] itiation q Fiber optic projections 
q At a variety of (TourJ locations q Fog, smoke, or other sc+ering enhancement effects 
q Other (Specify) a Other (Specf@j 

LASER RADiATiON LEVELS 
LASER MEDIUM (Ar, He-Ne, etc.) WAVE LENGTHS (nm) PEAK POWER (watts) 

IPSS wO4 532nm cl40mW 

1. IF ANY LASER RADlATlON IS PULSED OR SCANNED, GIVE THE PULSE DURATION AND RATE AND SCANNING FREQUENCY AND AMPLITUDE 

1&30K 

IO. REASON FOR REQUESTING VARIANCE 
111 Compliance with the limits of 21 CFR 1040.11(c) would restrict the intended use of the product because compliance would 

limit the output power to the extent that the desired effects would not be sufflclently visible 

0 Other or additbnal explanation (Specify) 

I-DA 414f (lzIU.5) 



lt ls proposed to deviate from the provisions of 21 CFR 1040.1 i(c) In that the acc+ssibie emtsskn level woutd exceed the 
accessible emkskn ilmits specified in 21 CFR 1040.11 (c). I_ 

q it b proposed to &Mete from the provlslons of 21 CPR 1040.11 (c)as foliows: 

q Other or addltbnal advantages @es&be and expWn)+ 

13. EXPLAIN THE ALTERNATE MEANS OF RADIATION PROTECTION TO SE PROVIDED. (Check esmeny boxes as apply. In Item 14 “Remerks,” 
]usUfy any boxes not checked, us&g addttkmalsheets as necessary. St&e any other means of r&at/on prote&ion that will be used.) 

a. m All laser products, systems, shows, and projectors wiilbe certified to comply with 21 CFR 104O.iO and the condltlons of this varbnce and will 
be reported as required by 21 CFR 1002.10 AND 1002.11 using the reportlng guides provided for such purpose. These acttons wltl be 
accompllshed prlor to any introduction Into commerce. 

b. m Effects not specMcally lndlcated In this verlance application will not be performed. No other effects wlii be added until an amendment to the 
variance has been obtained and the required reports or supplements, as applkabk, have been submitted. 

c. a Scanning, projectbn, or reflection of laser and coilaterel radlatkn (Light show radletion) Into audience or other accessible uncontrolled areas 
will not be permltted except for dif!use refkctkns produced by the atmosphere, added atmospherk so&Wing media, and target scre0ns. 

d. m Laser radiation levels tn excess of the limits of Class I will not be petmltted at any polnt less than 3.0 meters above any surface upon which 
persons other than operators, performers, or employees are permitted to r&end or 2.5 meters bekw or tn lateral separation from any place 
where such persons are permitted to be. Operators, performers, and employees will notbe required or allowed to view radlatlon above the 
limits of Class I or be exposed tc redlatlon above the llmlts specified In 21 CFR 1040.1 l(c). 

8. m Any product which relies on scanning to meet access, exposure, or product class Urn& will Incorporate a scanning safeguard system which 
directly senses scanner motion and which will react fast enough to preclude exceeding the applkeble fttnL 

f. fB All laser ilght shows shall be under the direct and personal control of tralned, competent operator(s). The operator(s) wlil: 

(1) Be en employee of the variance holder who will be responsible forthe ttilning and the conduct of the operator: 

(2) Se located where ail beam paths can be directly observed et all times; and 

(3) lmmedlately terminate me emlsslon of light show radfatkn In the event of any unsafe condltlon; or,, for outdoor shows, upon request 
by any air traffic control officials. 

g. q The maximum laser projector output power will not exceed the level required to obtain the Intended effects. 

h. q The projection system (I.e., the ptvjector andaif other components usedto produce thelightIng #J&B) will be securely mounted or 
lmmobllized to prevent unintended movement or misalignment. Beam masking will be provided as art tnherent part of the system design to 
prevent overfilling of screens, beam stops, targets, etc. 

I. q Laser projectors will not be delivered to any other party under an agreement of sale, tease, or loan ynteas and until the reclplent demonstrates 
mat they have a variance ln effect at me time of delivery thatpermlts them to produce laser light shows hcurporattng such projector(s). 

j. a In addition to the requirements of 21 CFR 1040.10(h). the manufacturer of laser projectors/systems wlli provide to partieswho purchase, lease, 
or borrow the equipment, adequate users’ InsbuctIons for safe Installation and opera&n which expl&n the responsibility of the reclplent es an 
independent light show manufecturer to submit Me required reports and apply for and obtaln avariance from CDRH prior to Introduction Into 
commerce of any laser light shows. 

k. a The requlrements of 21 CFR 1002.30(a)(l) and (2) wlti be accomplished through the use of written drocedures for setup, alignment, testing, 
and performance of each show. These procedures will be In suffklent detail to ensure compllence with 2’l CFR %MO.~O, the conditions of this 
variance, and the control of access to radiation areas ualng the procedures described In the ANSlZtS&f standard ior the safe, use of lasers 
(American National Stsndards InstMe, 1430 Broadway New York, NY fOOf8) or any other equlvaknt user consensusstandam and, where 
applicable. state or local requirements. Laser redlatkn areas whkh can contain radlatkn levels abave the i!mlts epec@ed In 22 GFR 1040.1 l(c) 
will be clearly identffled by the posting of wamlng signs and&r restricting access thmugh phyekal means (such as pressure sw-ltches, photo 
cells, barriers, guards, etc.). These requirements appty 16 temporely areas (such BS durtng set up #d a/t$?nment pmeeduresJ and to flnel or 
permanent areas. The variance holder will retain the records of these procedures and the rest& of ail tests as raquired by 21 CFR 1002.31. A 
copy of the variance applkatfon, the approval letter, current procedures, and records relatfng to ea& p&ticutar show wlli be with the operator 
or other responsible indlvldualand wilt be made avalleble for inspection by FDA and other responstbie authodtles. 
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I) _a I. a Advance written notlflcation will be made as early as possible to appropriate federal, state, and local authortties providing show itinerary with 
dates and locations clearly and completely Identified, and a bask description of the proposed effects IncWing a statement of the maximum 
power output intended. Such notifications will be made, but not necessarily be llmlted, to: ,. 
(I) The Center for Devices and Radiological Heaith, Offke af Compliance (HFZ-342), 2096 Gaither Road, Rockvflle, MD 20850, providing the 

initial and cioslng dates for fixed Installations and the ltlnerary for mobile shows. in aUdition, unless ail aspects of each show have been 
reported and accesslon numbers clearly referenced, each notice will include detailed descriptions of eech show and a Ilsting of ail effects to 
be p8tfOm8d In sufficient d&all to conflrm compliance with the regulations and this variance. 

(2) The Federal Aviation Adminlstration (FAA) for any projections into open airspace at any time (I.e., including sat up, ailgnment, rehearsals, 
performances, efc.). if the FAA objects to any laser effects, the obJections will be resolved and any conditions requested by FAA will be 
adhered to. tf these conditions cannot be met, the Obj8Ctknable 8ffeCtS will be deleted ffOm the show 

(3) State and local radlation control offices/agencies for all shows to be performed within their jurlsdktions. All requlrements of stat8 and local 
law wiii be satisfied and any objections raised by local authorities will be resolved or the effects deleted. (A list of fedefa/ and State offiies is 
avaLb/e from the Center forDev/ces and Radiologicai Health upon request.) 

EREMY LAUGHLIN AGER I LASER 



Public reporting burden for tbis colkctioo of information is estimated to average .5 hours per response, including me time 
for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and completing 
reviewing the collection of information, Send comments regarding this burden estimate or any other aspect of this collection of 
information, including suggestions for reducing this burden to: 

Food and Drug Administration 
CDRH (HFZ-342) 
2094 Gaither Road 
Rockville, MD 20850 

An agency may not conduct or sponsor, and a person is not required to respond to. a collection of infonmtion uniess it displays 
a currently valid OMB control number. 
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